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Attached,

A document detailing the state of various projects or works in the CLIA/Bugs laboratories. It contains additional transitional
information detailing the administrative functions which | have been performing as new employees arrive and on a daily basis.

| was going to share this with Adam, with your permission.

Mark Pandori
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5/29/30

M.W. Pandori

Transition Index:

A. HIV/HCV Smaller volume project
B. EMC/Bugs
C. Daily CLIA Admin Issues

D. Other notes

A. HIV/ HCV Smaller Volume Project

A validation study was designed arid cuted. Steve Morin and Lina Castro presently

data (possess""e-d’"‘by Steve Morin and Lina Castro) indicated an approximate sensitivity of 500 copies per

ml. In different e){“;eriments, approximately 20% of the tests failed for a variety of extraction errors. It
is hypothesized that these extraction errors were due to having to perform a certain trick which involved
pausing the M2000sp instrument in the middle of extraction. On 5/29, the Abbott technician was able
to unlock the M2000sp so that Lina Castro and Tina Lin could put the proper program in place which

abrogates the need for pausing.
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50 specimens from San Francisco Dept. of Public Health with a range of viral loads of HIV-1 have been
the basis for method comparison and validation. There continues to be high volumes of such specimens

available.

Once the HIV project generates consistent data of reasonable sensitivit ),

it is thought that HCV could be validated by the same model. Both afé:

identical extraction reagents and protocols.

B. EMC/Bugs

MC (Room 117) is fitted with a biosafety cabinet (already in place at EMC)
and a fume h-d rbished Bactec 9240 is on order to arrive there the week of 6/16. Thereisa 2
day installation prb"'}cedure followed by a 5 day validation procedure. Lina Castro possesses the
validation instructions from BD. The Bactec 9240 allows for blood cultures to be performed however
our chief aim is to use it to grow organism for 6-8 hours to boost the numbers into the sensitivity range
of TNAA. This validation and SOP construction was being performed by Pranav’s group, with some initial

assist by Lina Castro and Steve Morin for SOP construction. What has not been validated is if blood is

collected into containers other than the BD Blood culture vials and is subsequently transferred. Itis
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recommended that vacutainers used for that protocol contain no preservative that might harm the

organisms present in the blood.

The BD Phoenix Device Array is not yet moved to EMC, but a req to pay BD to-move this. was created and

approved this week. The Phoenix allows for positive cultures to be identified and

ID and for susceptibility testing is compié-t ""being written up by Ashkon

Niroomand.

Culture-TNAA:

results in 96-well plates that are moved into the next adjacent room {room 113} in the workflow which

contains the Hamilton. The reactions mixes are generated on the Hamilton and kept on chillers but are
rapidly moved (at first by human beings) to the LightCyclers (room 301 due to power requirements).

Initial drafts of SOP for these processes are owned by Steve Morin.

MSM-1 units are in place, and are functional (have been tested) at EMC. The Hamilton is in place and is

functional at EMC.
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LightCyclers are in place at EMC, but as of 5/23, their functionality there has not been established. The
power requirements were initially an issue but was resolved by moving the units to a room where Matt

Hernan could resolve that (room 301).

understand the eqﬂipment and the process very well, as they have been involved in building EMC and

learning the Hamilton and MSM-1 units. They have authored or are authoring the validations and SOP

for Bugs Lab processes.

C. CLIA Admin, daily issues that require or have achieved transition:
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1. Chiefly used for safety and HIPPA training is our subscription to MedialLabinc.net. | have

transferred primary administrator privileges to Adam Rosendorff. | have made Lina Castro, as

safety officer, a subadministrator so that she could assign safety courses.to’staff-members as

; (thls happens with high frequency)

ests of less than three consecutive days before | leave.
I'instances of longer requests which | aim to leave “open”:

v, November 2014, 8 days

shlgon Niroomand, August 2014, 14 days

David Ramos, August 2014, 6 days

D. Other notes:

Edisons: The primary concern in this section is the available number of devices. For FT4, VitD and TSH,
at least a doubling of the number of units is necessary, in my opinion. This is one of the sections where
more staff (lab techs) would benefit the most. | have been informed that the units require service with

high frequency, so a continuous monitoring of this section is warranted. Romina, Aurelie and Ann Ho

Confidential Trial Exh. 20498 Page 006 THER-AZ-02385262



are the primary operators, with Romina and Aurelie performing double-duty on CBC (Normandy). | had
requested that Gurbir train on this to be the CLS “in charge” of this section, but when S. Howard left, he

had to focus more time upstairs and on resulting and releasing and so this created some delays in his

training. Jamie is well trained in this area, but remains (as of last week) workin

Chinmay.

validation coniplete. Hoda had

Chemistry: The “cloning” project is in progress, with most @ Ad

pulled Melissa back to

ess so that they could become more involved in

n Normandy, along with Nereyda and Kim on a rotational basis.

esting method and away from Fruitfly has been non-problematic. | had

requested M'a: o train on this in Normandy, but she had not accomplished this as of last week.

Part of the issue was that she had to spend a great deal of time reviewing and releasing results.
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